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Background

• Informed consent provides the legal and ethical 

basis for research & clinical procedures

• However, 40-80% do not understand 1 or more 

aspects of consent information

• Low literacy likely a factor

– ~1/2 US adults read ≤ and 8th grade level

• Forms written >12th grade, and complex
Wendler, D.  Arch Intern Med, 2004

Joffe, S.  Lancet, 2001

Kutner, M.  US Dept Educ 2005

Paasche-Orlow, MK.  NEJM 2003



Background

• What may be helpful: 

– Improving readability

– Improving design

– Allowing time for discussion

– Using and interactive teach-to-goal strategy

Davis, TC. J Natl Cancer Inst, 1998

Tait, AR. Arch Pediatr Adolesc Med, 2005

Taub, HA. Expr Aging Res 1981 & 1983

Paasche-Orlow, MK Am J Respir Crit Care Med, 2005



Research Goal

• To describe a modified consent process:

– Consent form written at a 6th grade level

– Bilingual RAs read the form verbatim

– Using a “teach-to-goal” strategy for understanding

• To determine:

– Whether literacy or other characteristics were 

associated with understanding consent information

– The number of passes through the consent process 
to achieve comprehension



Design 

• Descriptive study of 205 participants from a 

county hospital in San Francisco

• Inclusion criteria:

– Speak English or Spanish

– Patient in General Medicine Clinic

– ≥50 years

– Consenting for a trial of 2 advance 
directives

• Excluded if demented



Modified Consent process

1. Consent form written at 6th grade reading level   

in English & Spanish

2. Read verbatim in English or Spanish

3. Comprehension assessment:

– 7 true/false questions about consent content

4. “Teach-to-goal”: repeated, targeted education 

until comprehension was achieved



Outcome Measure

• Number of passes required to answer 

all consent comprehension questions 

correctly.

• 1 pass (all questions answered correctly)

• 2 passes

• ≥ 3 passes



Predictor Variables (Patient Characteristics)

• Literacy, measured by s-TOFHLA (scores 0-36)

– ≤22 considered limited literacy

• Language most comfortable speaking

• Other socio-demographics



Analytic Strategy

• Described participant characteristics and the number 

of passes required with percentages

• Regression model for # of passes required:

– Adjusted for age, race/ethnicity, education, 

gender, language, s-TOFHLA score
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After Adjustment, Literacy and Minority 
Status Associated with Requiring more 

Passes

OR (95% CI)

• Black 2.5 (1.1-5.6)

• Literacy:

For every 1 point decrease 1.1 (1.0-1.1)

in literacy score (0-36)



As Literacy Score Decreased, Odds of 
Requiring More Passes Increased
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Consent Given in Non-native Language = 
More Passes

• All Non-native English speakers with limited 

literacy (n=12) required > 1 pass

• By literacy & language:  Who required > 1 pass?

– Non-native English speakers 83% 

in highest literacy level (n=6) 

– Native English speakers 75%

in lowest literacy level (n=12) 

P=.04



Little Effort Required to Consent Most 
Subjects

• Only 2 passes required to achieve 
complete comprehension for 80%

• Using teach-to-goal strategy, 98% were 
able to be consented



Conclusions: The Bad News

• Despite employing a number of consent 
modifications, most subjects had poor 
comprehension on the 1st pass

• Low literacy and minority status important 
determinants of poor understanding

• Regardless of literacy, more passes 
required if given in non-native language



Conclusions: The Good News 

• Using a modified interactive consent 
process with a teach-to-goal strategy, only 
modest efforts required to obtain complete 
understanding and informed consent

• An interactive consent process may 
improve the quality of consent for diverse 
populations



Comparison of an Advance Directive 

Written at a 5th Grade Reading Level

vs. a Standard Form

Rebecca Sudore, C. Seth Landefeld, Deborah Barnes, 
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University of California, San Francisco



Background: Advance Directives (AD)

• ADs are legal documents used to document 

treatment wishes and designate a surrogate

• Majority of healthcare organizations required to 

offer patients information about AD

• ADs often not completed. Those most at risk:

– Minorities

– Lower socioeconomic status

– Elderly

• Controversy over effectiveness
Emanuel, LL. NEJM, 1991

www.jcaho.org, 2006

Hofmann, JC. Ann Intern Med, 1997

Fagerlin, A. Hastings Cent Rep, 2004



Advance Directives May Be Unreadable and 
Intimidating

• 90 million Americans have low literacy

• Mean reading level 8th grade level 

For Medicaid recipients and elderly, 5th

grade 

• AD written at post graduate reading level

• May cause intimidation and low completion 

Kutner, M. US Dept of Educ, 2005

Nolan, MT Appl Nurs Res, 2003

Ott, BB, J Nurs Sch, 1997



Research Goal

• To examine the association of an advanced 

directive designed for a low literate population 

(AD Easy) with rates of: 

• Acceptability

• Self-efficacy with treatment decisions

• Comprehension 

• Preference

Compared to a standard advance directive 

(AD standard)



Design

    RANDOMIZATION  
         

        AD-Standard        AD-Standard  
      1

st
 Measures          2nd

 Measures      3rd
 Measures 

     Demographics                Acceptability      Form Preference 
     Literacy               Self Efficacy         
     Comprehension          Comprehension          
                     

          AD-Easy       AD-Easy 



Study Population

• 205 subjects from an urban county hospital in 
San Francisco, California

• Inclusion criteria:

– Speak English or Spanish

– Patient in General Medicine Clinic

– ≥50 years

• All study questions were read to subjects 
verbatim in English or Spanish by a native-
speaking interviewer



Literacy Assessment

• Short form Test of Functional Health Literacy in 

Adults 

• Validated measure of literacy in the health care 

setting 

• Scores (36 total):

– ≤≤≤≤ 22 = Limited Literacy

– > 22 = Adequate Literacy



The AD Forms

• AD-Standard

• Standard California Advanced Directive

• Written at a 12th grade reading level*

• Does not contain graphics

• AD-Easy

• Written at a 5th grade reading level*

• Contains culturally appropriate graphics that 
explain the text

• English and Spanish

• Same AD-Standard content, but also a values hx

• Subjects then asked to review alternate form



CAHCD





Outcome Measures
• Acceptability

– “Is this form easy to complete?” 

– “Is this form easy to understand?”

• Self-efficacy with treatment decisions

– “Would this form make it easy for you to choose the type 
of medical care you would want at the end of your life?”

– “After seeing this form, do you now feel more confident in 
making decisions about your medical care?”

• Comprehension

– Pre to Post test of AD topics (12 pt)

• Preference

• 6-month AD Completion Rates



Analytic Strategy

• Outcomes described as percentages

• Stratified Analyses:

– Literacy Level (Limited/Adequate)

– Language (English/Spanish)
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The AD-easy: More Acceptable and Higher 
Self-efficacy, n=205
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Acceptability and Self-efficacy, Among 
Subjects with Limited Literacy, n=82
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Acceptability and Self-efficacy, Among 
Spanish-speakers, n=59
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AD-Easy, Some Comprehension Improvement

.11

1.0

.02

.56

.03

1.0

1.2 

0.89 

1.4 

0.88 

1.5  

1.2 

1.6 

1.2

1.6

Overall Improvement 

Improvement by Literacy

Limited Literacy   

Adequate Literacy 

Improvement by Language

Spanish 

English  

P-valueAD-StandardAD-EasyChange in pre to post 
Comprehension score 

(total 12 pts) 



AD-Easy is Preferred over the AD-Standard

------
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6-Month AD Completion Rates

• N =173, 84% follow-up rate

• 22 participants (13%) filled out a new AD

• By Randomization Group:

– AD-Easy = 18.5% P=.03

– AD-Standard =   7.7%

• Which Form was completed:

– 21 filled out AD-Easy

– 1 filled out AD-Standard



Summary and Conclusions
• AD-Easy was associated with greater

– Acceptability

– Self-efficacy

– Overwhelmingly preferred

• AD-Easy particularly benefited subjects with literacy and 
language barriers

• The rate of 6-month AD completion rates doubled from 
baseline and almost all subjects filled out the AD-Easy

• Future research is needed:

– to explore whether AD-easy can improve discussions, and 
treatment decisions aligned with wishes. 
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